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^,1978 1986 ^ ^ 311^, 

1979 ^ 3fh1^ (Plij^uj) 3TT^, 1987 ^ TX? I ^ TT^ft 3TT^?2I^ 3jt^M 

cRTT «llc; 3|Wl?rdt XR" f^TT^xjj elH^ cf>^ 3^? v3^I^ viHc1*1cll '^Pll^d ^ f^T^RT xj^ 

aiiyiRd 2ft vji^ ^21 ^ cTFRT ^ ^ ^ i^, w^ir crtt ^ 

^ lefx^ vJCjVi ^ 'Jl'to'<di x?^ ti|H “jft f^Tf vjTRTT 7ST ^1 

1.3 m 3iW^ cfftiTcT (Rnhixii) 1995 gm 3ikt^ 1994 3ix»J 

ifxxTT^ ^ ^gRt^Rxjj 34 t ail^'lRicb orrf#%^ ««iicft ^ tpttx^t x^ Tit%^ ^ ^ 

Rr^ cfft ^ ^ xtRsi^ ir^r^gft^sft Rrot ^ ^ 

3jH^TJj T Tyqjj ^ ^ xj^cf^ ^ftfcTJft ^ Millki ^ ^ RpT 2IT I ^'ii^ ^ J'd 

wm ftM ^ xjRftCT 4 f^^FT cbMP l ^l ^ ^FIR 3r^ xuWlR^Tf^ 3TTffe XTH^ ^ SIMR x^f 
3fl^RnEfr XR 3mnR^ Rrrrt ^ ^ ^ sft i ira^R ^ sikWr ^ ^ 

4" efUrr T2IT 2IT fypT^ '?t 4^ 4 ^^xpft Tfft 17 ^ T?R ^ ^ 3lt7 3TTRft ^ 

«fMR 3f^ X^ T?R ap I XI7 Plii-jiui ^ 3imR vdcHiq^ cIFRT ^ ^-"^21 'dxHiqd 

qs^j i d ^ xjf^ ^ ^ ^ ^Tcft sp 1 g4 1994 ^ ^ ^ 74 ^c<t> 

3^hM ^ ^ 3Tfi iP i ^1R ?T ^ ^ ait^ aiNM ^2n ^ aikIM xr an^iR^r x|jpj;^Rptr (^ 

■?R?JT RTF! 1577 t) ^ f^'M'S'JI XRTTcft ^ 3T2jpT clfdl T^IT 2^ | ^ '411^ ^ 

3?2fF xx^jg^, eRc| ar^xfigpr aik ^ tt^zpt vidiif^d a^brRrat, anf^ 4 ^ ^ 

1^ ^ arxfgi^ 41 MRchf^ci ^ I 

g4 2000 ^ 4^ a?4 xrit^ ^ sfR x3gR 43^ ^xj site ^ 4 iirkt 

Rr^ (xxx?j^3iT^) ^ ^ vtRxj cikit w aik 41 tt 100% ^ 41 ^ I 

^ 3lW^ Pl^l^ 411% ^ 2002 4 eTT^ ^ ^ l^'do? Xjrf%^ *jc« RraRxJT XR 

f4^i-:i|U | ^ 3Tg|% gft a^h 3Tf%^ ^gR ^xraTl ^ftw 4 ^RfrxJHl ^ jcfXJ ^ 

4%tt gft 4.00 gj%x5 WT ^ 25.00 w ^ f^^n w 2n aik «fMR am ^ tpr^ gft 

41 adr X3gR ^^TPIT ^xj^n ^ \ 441 ^fpft aiW^ql, f^FR^T XJ^ 2.00 x^iqXT % ai1%^ 2JT, gft 
qftxR f^JRRl ^ 4 Pi chid f^^TT 2JT 1 aR[42TPT cT3IT Rchi'M, artrPr 'HgFPft wy|ifci41 

airf% 4 ^ f^chR-id aitedt gft 41 41 ^ 2ft 1 ?Rntft. 4^ 411%, 2002 4\ gRit^ ^ 
R rr ^d ^ 4 ^4141 41 xj^ 41 l gRife^ xj^ % f4did> 12-11-2002 ^ 3ni% an%?f c^ gRi 

^ xftf^ ^ ch i lli<j H XR wH an4^ x3rrft ^ f42n ^\ ■?RgjR % ^ an4?T ^ xs^rpt riritr?! 4 
^xM 41 2ft aik RiRTR^i 4 f4^ 10-3-2003 4 an4?T ^ xjfRxj ^ x{«rh an4?T 4\ 
[4^ ^ f%jn aiT 41% ar^^ Ricf^ 14 rtt 2it :- 

aTT4?r ^ Mdcld ^ %lxTf rrai 3IR2lf4?f ^R% f 1%RT 41xTT dP^i 5^ ^ Pt 4?T f^Tf 

^XT^IT ^ f4> f^did? 15-2-2002 dft 44% dft Chldlp^a ^d41 14 rTT XSTIXtitt l cTSOfft, ?XT Pqsfl 4% % f4> 
^l l Rlchlchdl f%gR X3f%^ HMd'^ %TR ^ cnf4> 21^ '(^Plf^d ^ 44 f4> aim^JIdi a47 43^ 
aft^P Rft dftxT^ R4du i 4 grjR 4 dm? ^ ^ xnxr dM41^ •^i<iioiq 4 xft Pr4?T 142 tt f4> 2 

xt 4, 2003 ?rdj and?^ ^2^ x^l^ ^^gRx Tfft 34x4%%i ^ ^rxft^Tf dft x^tixt i” 

^^raxjT Rfi’iiTorq ^ aTT4?T ^ arrc^d? 4 2ig f%ot2r f^Rn ^x^n 14? 3fW% *i^ 1 %%rxjt 44% 
%ZIR dft xinxT alk dd^vHR, arN% 44%. 2002 dpft 41 chiiilf^ ^ xjf ^ aikf% 44%, 1994 

dH]^ alR aiddch dF^ ^ ! 

1.4 ?41 44g XT^RTXI RIRITcRT 4 f4^-1%4%l ^ ai^'tiK ^FcTRKJI 4^ldq 4 d4 1996 4 

arPt’ijPid xj4^f41 ^nx^ij anr^^ia? ggr 4 Pil^d gdT?41 dft dft TT?f4%?i 14 rit ! ^ ■49Tlf%cT 
ggr ^ dft vidXjd^xiH , 2003 ^ ^ 4 a4%xg1%?T 14 rtt w ! d^x^, 2004 4 xjr^ 




[iTFT I—1] W ^ 3 


% WT WT?g?R, ^zfr3FTT 3TT^, ^o jfUR ^ cf^ 3T^2|15T^ ^ T^ ^ l 4^e{ ^ WHT ^ f^RT^ 
^ ^5tTT^ ^?rR?T Pl4^u| ^ fip^ tecMl, ?T2TT ^ ^ TSTTcf ^TSTT ?l P^<j TJe?fr W 

^3^MtRTT ^ 1^ f^fwiiR^' ^ 2^1 I f4w ^ ^STT^ 3lWW ^ anWR 

^j-^c?f4^'H, 2003 2JT tsfr ^ STEJ^ ^ 4t I 5n?Rr ^ 2005 4 

JR^ ^ I 3lt^ 'dcMlc^'l c^ cf^ itfcT ^r Rf^H ^ f4^KI# T 

^egr I I fNr ^ 2011 ^r ^ 41 34^ ^ ^Jcij\^ -2011 

^ I \i(?T^'ia4lij ^ f4? ^rerRT ^ I^cprt ^ 1^ ^ 14f^FT ST^sfrsrf ^ 

^ ^ ti^i^cii cfr 4 alhf ^ 

ofRft ^ vjRicI W 34^f£R]t \dLjd*T ^RT4 c^ 1^ ‘^T^-^fRRT W f4f^F^ 

f I f4f4w ^fSTT ^TR^R ^ #ET vi^eH ^jRRT c||W<^ 4 ^ c^f^H ^f?T4 t ' \^\H l f4? 

3)c*mcif^cf5 f^ol cjTf 41kjlcjft)<}? cTWt f^ciisrf ^ dieted Rom I ^ I ' 

1.5 ^'dfds' ^fi4t ^ w qcii^eji v5Md*T ^Rr4 ^rr1%?r t?cR ^f^Rszi RiR^c^i i 

• ^ y'iRd cf^ ^?T^d ^?r4 c^ ^-^8j wnf^ CHTffe cm4 ^fTf%cT ^3?fRT ^ 

'^PiRdd ^ ^ ^^MCM^I ^fTWR Cf^ t I 4f?^ 3TTffe cTTcTm^ t 1 MRl'^He^jlrHch 3RRt^^ 

3lt^ v5eiVi gRT 4^ ^ Tf^ ^"l1fd<y| ^ 'dMdl ^r 4 rfSTT ’Jc4t W ^ ^MTl I ^ckl 

^3fl ^ 4?r ^ 3rTcR2TWT3it ^ ^ ^ 3lkf4 4rfcr. 1994 ^ ^ 

i I 31^: ttct^ site ^ f^mhw 2012 (TpnM4t- 2012) ^ y f^mRa gR^t 

t 1994 4 yf^imRd sikf^ 4t1!r ^ 4rf!r. 1986 4 1994 

gRT yfcrwftn ^ ^ ^ -n^ t I 414141 -2012 ^ 1994 4 ^7lf4^ 4tf^ ^ ^ 4 t i 

1.6 34^ ^^d!T 41ftr, 2012 4 ci4hh 4 ^ r^rk? 34^ q f^cjR ttjc^ i u i 4 ^t^, 

'^I'id 'fRcfjR gRT R-iitt* 8 ■^, 2011 ^ ^rsjt 12-01/ 3mw?? /08 ^Wt/'llki4)ch^'(4t ^ gRT 

y'lRci “qp^Ri 3M??i^ ^ 2011” ^ Ritgid q4 5R5iTf4^ ^r 4 ^ c44t^ ^ 'rf i Rd 

4 [ 

1.7 WTTRRRTT ■qqT34 ^51 \:JHd^dt ^ 4 qf^^Rlt q4 t?cR q^ ^ '^'>{VjM i d 

^ ^TW-^2T fe: q4 34q1W q4 34qRRjt ^qfln 34qg vidlq ^ f4^RT 34q 3rRT 44 f^d 34? 

M%ct wq 3T^ ^ i^cfi '{iHiJdiciic^l 444 ^ q4^ ^qR- tjh^ ^4^ ^ q?m4 

jrf^Rn ^ qrq' '^RchR gRT q4|chR RKpri I 


2. ^ Ngt??T 

CR5T ^ f!t> ^ ^ f^ ^ ^ ^ 

aTFRW ^rrasT ^ ^ ^r artfeci ^ ^ if ^ 1994 g5t aihfit 

^ jf; ^ # ^EH cfR% c^t ^ I ^ ^ ^ I%gl^ 

gg t?mPTg> ^ wmr Tjnrr ciTfe ^ g5t jmf?r # W4crt ^ 1^ ^rarar? atk 

Ji^Rq# gg irokr sicrr tg ^ wst-wet ^ ipjfr w a^rtgra - ‘aira^iraj ^gtsjfi’ 

g5w atr ^ kRRt ^ cf> fki^ ft^iTiPT 3fk an^ gso^im ^ pre fei? air 

cfjRTjft cPT ^ 4 41 fd q'<d[qvJl 4 34^ f^^cTRiJ^cF qotq f^RF "W t I 
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^ 3fhm ^ 2012 if ^ ^ l^f^WT ^ Jwa 

(1) C|?f 3TTcr9JIWr 

(2) ^ ^ 

(3) 3miTf% IJFH 

3.1 f^rcrf^ 2012 ^ f¥^ 3fW^ ^ ?fy\ sfhMr 

^ ^ 3Tm qr fen ^JTKpn i n? 1994 aiw^n ^ 3nfe> 

3Rr ^ ^ Pl-=r # I “ang?^” ^ ^ ^ 

^ 3FPTr^ ^ cIJRUT ^ TOR f :- 

(i) kn^lfliil- 2012 ^ ar#^ aikfM “atra^^wai” ^ ^ ^ 

<17 ^RltfilcT CISIT FTH # if '{-qi'(«!I ?!8n nRqK cRoJJTor iTblM^, UTRW gR( 

3fTq?i)<t) ^ ^ IR cift T3IT ^acR# t I 

(ii) #n gra iifei fSr^tw ^ ^FifJt|% 

anwcp ^ ^ gSl ifi^ m=^ gSl aira?w ggr 
'i^rat, firftiiT ^fjRfejff if ^qilTfr 3ik amildib l <tiq 

^ JT^tf If ^ ^h?KfsS7iT iTirr 11 

^) if ^ dtii^qi f f^r# ^ gft airar^l g51 mfJR; wwr ~ oiwd f g5l 

^ tl *- 

(iv) ijd^w^vd if >dl?«Rgcl aiWM g;# ^ifeu 4 ^ ^ ^ 4 qirtid 

ifrar 4 'Mi'dHi jTun# c^ Rt!? 57 ^rro Ejii^rai gf?mr ai^tSid fi 

(v) iTH%r Ejsrair i^miraii % 37511^ urfirasr ^ 3668/2003 (itrw w ^ 

^.'1^. iit#Twaft^aTi^?) c^Esm if 10-3-2003 ^3111% an^ if ^ ^ 

anrocpm iR ^ feqr » “.. g? Wt ^ f»r aiFRw alk 

^ d<ii$qi ij;cgT I^RCT ^ ^ ^ Eire? If uni , cR^f alk ^ ittos ^ 

. ” 


(vi) aR ^ dszT gif ^ sRf^/enaiR am % g^in^ 4 ^ 

g5t aiiq^qcfl, t ftf iiiTiiRt^, 2011 if 348 gm^iff if % jfegar 34 ggi^gf f, 
“affgfir (gW Prot) an^, 1995 (^itiMaft, 3,^ 4 ;g^ 74 

4 ^ f r’ 


V ^ fekin 4tf^, 2012 A Tafefer ^ ^ 

^ ^ ferwT ^ 3TT£iR nr fen i 3ikf^ 4tf^, I994 4 nf 

ferfe nro aiKfet nsn ^ ^ ferwi ^ ^ f | 

‘feR Wj^- ^ ^ ^ ^ ^ ^ TORT ^ TOR# :- 





[ *nTT I—1 ] 
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(i) ^ 3lW^-^3TT^ ('dlfb'^ Uccfj) ^ c|l'Wf^4J 3lW^ ^ 3T^ 

fcti^TI t- ^ f^i^RT wjc^^ ^ f^mW ^ P-^ckl T^3TT^ ^ ^T’TTf^ 

^ ^?>NUT “3TTc[?^JWT” ^ ^ RRcTto ^ ^ i ^ ^ oznw 

uiwft ^ “Ollcjyijcbdr ^ ^ STSTcTT I 

(ii) ^ IR ^ ^ cn^ pRjdUl IR ^ ufRH ^ 

-qf^RRcT: ^ Rra^UT ^ 3T?5t^ 3TRr cIT^ 3TRl^jRlrT ^ 

3lW£!Rtr cfR RrW Rb^l WFTI ^ 3R3T cfjRuft ^ ^ cbKU| ^ | ;iti5t^3Tt, 

1995 ^ ^ 3Tf£j^jRfcT 74 ^ ^ c^cld 47 3lW^ cfR 

3R vic^lcjd ^ ^ ^ PlRd ^RPjcRpft TR ^^TcR ^H)m4] ^RTTcf 'q^ ^ 

RrT^ ^ ^ ^5iTcf®raT IR^ 5mm w t l v 3M^" | ck1 l Ml ^ 5TRmT ^ 

R^'51d 5mil^d ^ ^ I 

(iii) afte ofk wjemB ^ ^ ^ RsiRr ^ vjrf%^ ^ uTmr t sit 

cRTf?^ TRm crncTT t RH>ncbi w»it^ #tn Rm ?t?fT t ^ giRm rri aisit^ 

^Rfj dCQTi ^ Rrm wRf) 3iWRr ^ RRa - cf> ^ ^ ^^miRcf 

^ t I 

(iv) ^^mR ^ Tj^ Rramw % r^tRrt cm teR ^ 

RRiRR '^f?^d ?I^ ^ ^ ^crcxj ^ Rr ^'wRlcr) ^ % dM^'^cWI 

^ ^ ^ I ‘HR^T vM ^ ^ fcR ■Jf? ^RaiTf^ Rte> ^TFc^Ppl ^ 'RgT 3lR 

^ cftm '(^xni cm cLiiMcf) 3icR ^ I 

(v) ^Rf) 3iW^ RR^i^di ^ Rmcf ^ ^ 

Pinldi wRr^ ^ ^ ^ ^ ci^ ci^ijdi ^ ^1 ^ 

pRjdui ^ ^ ^ cmiRplt 3fR wJeRFfr cm ^ t t? 4 m?" 5lRmT ^iRcb -Rq ^ 

yR'i-q^l c^ fcTR^ ^ t rfsn ^ cm^ ^ ^jimto ^ Rmif^ r# ^ t I 

3.3 rW^t ^ Rmkw 2012 afKfW ^ cm R R rand cm «nviTR 

3mnR?i ^ RmRm ^Rq w^eRnf ^ ^ RrRrwi ^ snerR ^ #mr i 

• ^ 3ikRl 1994 ^ sitfRi ciFicT 3TTEnRcT ^ Rr#RT ^ rR^j c^ R R ur n m 

^ 'j^^cjdl Ri^rd ^ Rpq ^ i ^ Rimt^ srmR ^ ct^rr ^ 5icm^ t :- 

(i) RFRT OT^ITR^ Riidui c^ 31^ sfhRpsff C^ ^ TTUPTI ^ ^ R’WK ^ ^ 

Rpft ^ t RrRt 5IW ^ Rt%cT 3n^ ^ 3iicjVTcbdi ^ ^ I RmRnait 

^iR^siT ^ \JiicTl ^ 1% ^ sTRiRmr fci>it^ci cRR^ 3m^ RmRR 3 itcit% ^ Rrt^ 

SIjRfcf 6'td^ 6ldl ^ 3Tcm-3jm^ RmRTT3Tt gKi ^'iic^i [^cjj uTrcTT ^ RrIc^ 

qRtTRRT: uiR^-dW ^ "^tqmqi ^R?t ^ 3fR 3TT£IR RFRT ^tSt 3lich'$1' cRf ^ ^^1 t I 

3TmJT~3iRm R*ildi3it fiKi Rq mq sncm^ ^ '^rrj q^ cfsn q^jR^i \dRd rpct crrit 

^ ^ qm i I vid^icn ^ 5i^ 5ikffRf1%^ ^ stt^ir ^ rfrt c^ 

TT^ 3TTWr ^ Rr^ ^ t 1 

(ii) ^TRR 3iT£nRd RfEit^r ^ siddd RiejRr GTRq-sTRq f^RmRir ^ rr ■’r 

vJcMIcJd cIMld 3TTcl5^ ^ ^eJdl ^ <il4vjlP|ct7 ^IHc^j ^ sdHcltieJ q^qq\ ’’R 

smnRd' ^ Rrt^ site 3fR ^ RraRor Rm i 
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(iii) ciFra 3rraTft?T Prahw ^ ^ fti# ijijtetit q>t 

'WF^r?r=ft cfe PRTft^T JJcJfi JPT “ftcraiT ^ tIcSB*’ cfe snHR tR ^ # 

^ ^HcfW ir wfito I ^mm i Rd jjri 

^ TT ftRft ^ ^ 1^ CITRT^ ^ ^171? ^ ^ t I q Ruimtt ; 

^ ^ 'Jt'Jrq'1 cp|4cncim 3^ w OTkS # I 71? Tf ^ M ^ 3(k 

^ ^ 'dtiVl ^ fcT^ SfcDT % I 

(iv) ar^TcRsn wt^tr ^ ^ ^^rP^cT 

^ ^ ^ ^ CPT f^rfM mj ^r^tr ?it^ 5rt ^ #l 

Pl^Ria ^qd ^ T^'lv^q ^ v3^^IT^ cRT 31^ 

3PTTvjr cPT ^ cTf^ ^ ^RcRR ^ TlRni) Wn^ ^ ^ 1^ # I 


^ ^ cPT ^ WT % ^ RFT^ ^ ^ ^ tR 

^ ^ts(k f^qkuT ^ ^tRTR ^ ^FSTR ^ 

#Rn # ^ ^ ^ 3lk R£2Mt^ 3lk c^ ^ 3TRlte> %R)jl i 3IT 

RrRpft WT ^ ^rerm ^r f^rf^ ^ f^ ^ ^ ^ ^ 

Thrmr ^ TRfj^ # % ^3RTT^ Pl^Rld 3fl^fM ^ f ^ ' cHchx! [^P | jjR(d 3lkfM 
^ ^ ^ WT RfRTTT I i^I 3.2(ii) ^ ^cTRTT TRn # I 31^ ^ c^ ^ 

1995 ^ 3Tf^nqpRT qMM t 3TRR 3ik1M cr ^mW ^ i 

^ V[f^ ^ ^RRIRtTRI ^ ^3Ref^ TR 3lk ^ 3lWl ^ 

^ ^ ^ I arl^tor ^ w^ir tr mRuh^ c^ RfWrcT: 

'TSiW cR "^TRIS^ PTRlf^ ^ ^TcR^ ^ ^ SRRTTSit ^ ^ ^ RRRT d?IT 

^ 2015^dcF aRfter ^ Rf^cp^t ^ ^ ^ ^ ^ rtrpt 300 f ^^in 

^ ^ ^cn^ (^RfTRTf^ ^) % ^3^ ^ WcHT^ft cR 

^ ^ WTT I ^ ^ artecFi ^ rttw, 

c^ 1%^ sTfEicf^ ^^^^^fg^sTTr^anyci^^cRTT^ 
f^r^ f^Ri^ yRuiiHd: ^ ^RiR ^ ^ iM^\ cR 4 Trmr ^ yn?^ i 


(v) c^ (y#R sikM (w^ 3?tyM aik wjeRpfr) c^ 

^ y? cfjRHT ^ ^ # f^ dyi 3r5E^ ^?Tf|cI y^kl l Rd ^ 

^ ^ #rt, ^i-i{^K> y^^lRd ^ CR yyR arl ^R^d JmR ^ I 


^ ycR 


4. ^^414141- 2012 ^ ^MM ^ ^ ft^rhur Rngm 

(i) WR2T 3ik yRyR cRoym ydidd ^rt sik 3iWf^ an^ c^ 

31^ v^-iRd ^ XR 3iTy^^m7 ^ 201 r 4 

sltyM ^ ‘3nq?<jcr,di’ c^ an^iR yy yni^ l 

(ii) ^ l^lf^WT C^ yjpJeRHt TT RT^ ^ ^ yR^ ^ 

^ ■RT^ yicft 3fR y aiW^ aik yeycRft 

v3Rn^ yy I 




[1TFT 1] 
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(iii) ^ c^ 3,^ if 3)k ?nWt ^ ■ 

STffTR^ [ 

(iv) ^ 

(WcT ftgft c^ 3JTW ^ cf^ ^fTTEnW 3p^ X-K?^ 

^ sTfWr cfR% cfft q;d?t 

(^ gxnj an ^ grarr feiSt ^ l»/o arfgrep ^ io/„ ^ 

^ r ^ ^)/(^ 5^ ^ ili^ IBI ^cqRH ^ 

lqM*l)cll3Tr cCT ^fcT ^T?5TT) 

(v) ^ 3if&<BOT ^(xiM) ira ^ ^ 1 !bjb xmxjxir i Pmfei xjM 

cR ?Rra^ 3mT xre^ giJT sppr xj?n^ ^ c^ ift ^ 3J, jp^ 

^ I ^ cm f^mkni v^-dch w amnficT ^ ^ 'T=ixj5if^-2011 4 usira^te 

cqdc/c^^d/fiI ^Cfy zfTc^ ^ 

(vi) atfSicmm cm fMw ?f?cmm ansjR w xrMter cm?% 3 ,jEnf^ 

(xfR^) ^ OTETR w f?pm RT^Tir I J(pm ^r ^ccmm otor w 

^liter cR^r ^jTrt gwR OTEjTf^ an^ ^ atrar? aite ^rtr aricRsr 

Mw ci^- anfxT^-RTRKr (antxpixRT) ^ xjm xjxRrcr atigs# ^ | arr gwg.d i 

m XR 5g ancm^ gft gim aftgEj ij^g jfrRlgRR (xpp fl i ilij) gRi 

xfitOT xjg xi^ifg^g c^ xnE^H ^ c^ an^xjgxRi 

5ft 3Tfg>% jire ^ f srfERmrg ijjg f%mR% ^ an^xpTXTR ^ ^ 

5^ gife c^ xsq 4 16% gft afk c[^ Xinxjxft g7f?B xaxmtgarait Xft 

cTTRT ^fqcl f^cMcTT RT 7T^ I 

(vii) x^r aikteit an^fcnRT arrcm^ if gf f ^ if xfmMxr aTici 5 % tjcsf^ 

^'TciUJJii I 

(viii) f^ ^ Tt^ej ^r ^ smr^ ^ ^ 

3TRi^ cr^ ^ ^ 4 ^ 

^1 ^ 

Ox) ^ ^ 3Tf^"c|7dH (^Mf) ^TT£IN^ sfhTrT 

f^RT^ ^R-cf>c^d ^ ^ t^£ikw ^ ^ ^ ^ ^ 

^ ^ ^fft ifmT ?TTfe 3T21^^ “'PraRT ?Tr§kl” ^ ^ T^ 

^TT^^RTTRT 3TTc|t^ c|^ STTETR W RTcTT ^ I ^ ^TFT^ 4 3j| OTTcFj^ 

^ ^ ^r TRPMhr RRR c^ ^ 0^% cfRcq t ^ 

^ ^ ^ ^ ^ 3fi^ c^ antjR tr ^ffmRHT aifer ^ ^ 

f^ RT I w^^ wm 3ikM ^ f^ ^m^RUT siter ^ Sit^ ^rrte 

3TT^WRr STTcfj^ 4 'dHcl^ ^ s/h" ^3^ 7?4£T 4 ^ 3TTm% ^ #rt 

I ^ ^ RTmRnr ^ ^ RT^ TR k.di?)ijl<J q^ 3^^ ^ 

^TTKFT 7^ xidd 3TT?JR W cRTJ^^^qTH cf^ ^^7 f f ( 

(x) SildlPiqi ■^\f^ ^sn 1%^ ^ TTSq 3rf^xi-^frld afe ^rjcb i cb ^ 

^r^T^R^-2on ^ f^flcT ^ ^ ^ cqffe ^ cfft 31^ ^ 

I f^ ^ dT^ ^ WT 5Tcte ^ cfft 1 ^ ^ dT^ Wr 
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cm # I ^ 1 ^ ^ ^ ^ ^ ^ ^ 

cfTt cTcFJ 3TT^ ^ ^ ^ I 

^ ^ 1^r^ 3iRfr # cfr 3ite^ ^ ^ ^ ^ 

^ I Rc^ 1 3Tfe ^ ^ ^ 3Tto^ ^ ^ 

31^ ^ 3^ ^ ^ TT?!^ 3lte?FT ^ ^ 31^ ^ ^ 

1^ ^ cfr XPPMITT C|5^ ^ TT^f^ q>l^ci|^ Cf5^ | 

(xi) ^ ^ ^ ^ ^™kot ater ^ ^ wtt ^ t - 

T^ yfcRRT ^ 31^^ 3Tam vj'dcii ^nIN"'? ^MK 31^ (^ ^ 3TltJR ^ 

^ ^ ^ ^^rraNor siter ^ ^ ^ ^ ^ ^rf^ 

3TMR ^ TT^ t I ^mrf^r, Ttttt^ ^ 3TT?TK W 3^teKlT ^ ^ ^nf^ 

TT^ftsR I ^H'^ct ^3^ ^ antiR 3Tfto^ ^ ^t^frar 5 ^ 

c^ T^ ^WTT 3m^ ^ ^ k*'11*01^^^ ^ 3TSI?H RH^T MI<{^1!/ 

I ^ 1^ ^ ^ i\ 5 c^ ^ 

H^ccF j4 mRc|c^- 1 #RTT # ^ ^ 3f^ ^ 3llt|cpcl^i ^ 

cr>VTi I ^ 4 jv 

(xii) p i' 4 ^ ?rm : h 1 Rrr^ w'^iicff 3 Tce^ ail^f^'jfi 

^ ^ ci^ t 3^k Tf^ ^ aA^M ^ ^ ^ ^ 10% ^ 

arte ^ M t ^ ^ 3T£?rT ^ ^ ^ ^ ^ ^ 

^ I M^-diRicf ^ TTJft 3iici?<^cp aiW^rm *jc^ f^r4^ ^ 

31^ t ! 3TtoFT ^ ^ aiTcI^ ^ 31^ 

^cTif^ 3^k ^ejir dichdi ^ ^ ^ I ti^nf^f, aA^ 

^1%TT? ^ ^ ^ dcii^^tr ^ ^ t^psjf^ airaR 

H i -f l eR r ^ aik ^ ^ ^ 10% Tif^ ^ ar^Rf? cfil ^ ^ ^ ^ ^ ^ 

^ ^ ^'Idcll^^jt ^ *Jc^ ^ 3FT^ 12 *^£i^ ^ 

c^>'<cf7 ^iTl-HT ^ RP? I 

(xiii) ai i ^ i R l d 3 fhd?PTT : 4(iv) ^ f^Ri^ smt^ ^ 3i?ftT 3TT% 

afklM ^ Rra^ 3Tte?m arRuf^ ^ ^ l Pi4^ ^i m ^iic^ ^ 

artfRr an^ cncff 3ii<nif?id c;qi§4l ^ 3 tot ^ arf^oia^i *jc^ ^ f^ "aiPt^ I 

(xiv) ibMaft, 1995 aik - 2011 ^ ^ arfciczntci 3il’tffimT : ^ aiW^ 

i t ^l-^ atr, 1995 cm ^ “mr t efl^ - 2011 ^ t ^3 Tc^ ^ 

cr4 ^ a^k ^RTc^ TO ^ aiRi ^ ^ ^ 

cTit^ ^ ail^lc^dd ^1% ^ ar^Ef^ ^ tot^I I 

(xv) ^ afNf^ : ijddt ^ atf^ ^ ^ ^ ^fERER ^ 1 

^TRc[^, 2007 ^ an^ TO ^ ^srcf. ^?^^^|f^ t atk 3it^M ^ ^ 

P l ^jyu i ^ Tlty ^ p|ujit Trf^rf^ cf^ ^ 3TRIR feRTT dl<^TT I 

(xvi) ; d<^ i dK a^ ai^TO dan fcRmd ^tot ^ ^ Pi^-ildRaa afWM ^ 

fcFR?f ^ RcFfR Ci?( RPTdUT nWR^t ^ ^ ■aiTOT : 

{^) RmldT TO vjdiif^d Tm^ ciTc^ ^ dt aMr ^ nRdUr arf^rRmr, ^970 
^ 3T?Jk fe: (TOTO ^ a^t? drop ddllTO aiTO ^ TO 'df^ "dTOd teiRT 

3T^^RIH dSIT fcRnRT ^ TT^TO ^ ^317 ^ dt TO 3^1^ ^ 3PRIT qiRlf^co 



[ 1-^13^ 11 




9 


^ ^ ^ ^TTte ^ qm ^ m\^ T^ ^ WS 

^ I 

(^) ^ ^r Pi*iitii wnf^ c^ cn^ ^ aiW^ ^ ^r 3 pt^ cj i fi) | vj.qch ^ 

? TT^ ^ ^ ^ ^ #7ft ^ 

^ ?T2n tern c^ ^ ^ ^ 3fhr f^rwr fe: itr^ 

3Tf^jf^RT»T, 1970 {^'^K ^ 3Te5H WU ^ [ 

(^) ^ 3T^£TR cT 2 n tern ^ mm ^ ^ hrct 

^ 3T^Ttm ^ ?rrte ^ qm ^ c^ apjf^ c^ f^ -r^ f%4 ^ ^ tjc: c^ 

ws #r I 


mrmR 3ik 3T^m ^stt tom mi jmm irmr c^ sto m^iR^^ch (#fMto) 
^ mtonr to I 


(xvii) ^ c^ itom ^ imtoPi mi tom ^ afhr 

?Tm mRcir mo'niui WOT c^ totoi aitor ^tor Rrtor ^nto ^ 

OTto # xpnto^ ^ to ^ 3ito ^nto ^ w ^ i 
(xviii) RRto OTj ^ to ^ m’ OT’toOT sittoit to ^ wrmr 'mr?; 

^3to^Mei&rm cTm toto ^r tom to tot mto ^ toei torn im 
ton t% tocT to ^tom mR to to f I to ^ toiltofto 

^pto tomto tot Itot vmtoOT tof^ mi to totor sftto to aim 

T?OTei^ 5ito arm to-OTto^ 3itto ^ tttst tofto mto OTm to 

toto to dimci to ^pto ^r toto mto ^ toto eircr m^ ^ ^ to 

ftotor ^ toan to ci?" to tof^ m mto ^ to ^-i>;mK ^ ^ mi sTtomr 

wim m^l 

(xix) WOT w toTR mOTR WOT tolM to toRm to ^ I^R^i^h tot mto 
to totot mto m? ftoiR mtoi i 

(xx) OT toRr fto^ to praxii^m^ toRi toRm mito ^ ftom to imtot to 
fton mOT I 


5. c^ f^ OTci'i^^ci^ to 

3ikRr tot^ wot toto c^ mm ^ Rto m i 4-^tRt mi 

^ ^ wmi ^ I wm, toto, wtot aittor torn mi to ^ tot tot mtoRr 

mi OTm ^ ^pfwto mm # i toRmr to rnitoftfci ^r srRimm srimto ^ to 
Rjftom mrtoto to totoi mw Ftm j ^ m ^ wmRt wwi ^tomt 
I 3T8iciT ton feim mrtoto ^ ,^R^' ^iiRd ftorr ■m ww 3 tR "ot wtrt ^ Ri^ mtor 
Rrton mtot ^ ntor mto ^ ot ^ ^ ^r toRr Rtoi to to totoJt m^ ^ to 
yei5JMi tor Rfto^^^iWNf: 

(i) WOTT ■RRmit mnto m? 'SnmRn ton mm?" ^ msi nm wot” nRxito v i unoyi ^ 

WOT qRto mtot mi ftonR mto nmRto to war wot nRto mtot gto 
mwT i 
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(ii) fcf^ WT ^ MRtikli ^ ^ 4^ 

^ fcT^ ^fP^RT vJrRq fcrfll^ ^^TRI (4^ 

^3TTf^f ^ ^ ter? ^^rnt i 

(iii) qiRii<^ w ^‘^iqxii^cKi sWW ^ ci^r ^gRrf^ Wr ^ 1^ sri 

3lW^ H'JlIcll ^ 3lk cfjRTT^ ^^TFR | ^ ^ ^RcfJT^ 

^ TPft ^ ^ ^ I ^7^ TR^ gR[ 

ci?[ ^c<p 'y^ci c^ 3 i1y 3iW^ 4 4 3it4^ 

^ RraW ^ cT?cT TTTJelfCpP sMM ^ ^ 3Tte?R RrRuT ^ ^ 

^ I 

(iv) ^ 3lW^ ^Pl^snd ^ cTFRT -ej?3M ^ ^gTSIFRT cfRc^ 

3M^ 3ik cTFRT cn4t 3ikffnit ^ cjR^ ^nf^ ^ r^/cir% 

^ GTFR^Rj OlW^lnTt qiRi<^ TR ^^i|| ^RT^ ^ | 

(v) ^fn^RT STRfrrr ^ 3R^J^, 201 1 ^ ^R^cT cf^ ^RRd ^ lef^ ci|mc|i ^^R®Z 7 

ctki^ A) A ^T^rRf$Pfi IMw ^ ^ ^ Rfii7iR:^ i l' 

^l4ulf^cb ^ ^ ^ 3TR9W i ^ ^ Ijc# ^ 

*^071 f^THT “qMK cll<Tal ^ f^R eHi^ ^ 

^ ^ ^eHRI ^f^f^cl ^ ^ '(iq5 I ^MUcj^ SlfclR^ TT^RJ- '^RR W 3T^S?T c^ 

TRcf)R gRT f^tjff^ 3TTcR^ cR dd^fc^d ^ c^ 3lWJk c^ 

xii4uiPiQ,^4^^^wtr ^ ^ ^ I oiktSk c^ - >^ 1 4^1 Rich ^ ^ ^n^uite 

irf^rRt H*j|icil ^ sTtfhr siWeiRt ^ <a^c; A) 3Tf^*ii»ii Piii^jfur c^ 'jff^ 

M^ll<?ll ^ 31#^ dichyj f^RT \ 

(vi) T-fHI"t| ^ wRcTT ^ 31^ Fqlcbr>;-ll<nRq''l ^ 'jlMcbl’51 ^JeJt 

3iWM ^ 4^-^ cIRft aWM c4 ;gRe^ ^ 1^ 

^T£ijq>>! q-lMl I 

(vii) f^R 3Tm t 4 ^ Rf^ ^ tjM W 4Hr ^ iTRm4 ^ 

3l'Hftlq| cjTt gd'R qil4 ^ 144q R^Hl cjR ^RlftRIR 

(viii) ^cf4 ^ TSJTcpTT cJRRT 

(ix) r^HfeiRad ^ 4 3ik?j ^ cfr 4 |rg ^rtv cfrt : 

(^) 3lW^ f^RRTPTF Huildl ^ g^ ^RRT ^2TT gR^^Rd 

(ja) after hncR, 4ci afteM, 4ciiPrch ^ 4RyRTf%dT 4 ^ 

RPiRHch RTf?lRRWt r4 RR7 RR TR ^TPR 

(^n) arg^mR ^4w4r 3ik f4?Rfen^ A) ^^if^ dk rr d^rr 4v4t, ggcki ^ 
f^rr RtRuf RTRdR A> Rlt^ RRlRK afte^T RRRjft RRIoft r 4 RtRUfld RRc^ aftefid 
4^ 4 arg^tdR dsrr Rcfri r4 4rt i 

(d) areR^^ ^ter^t/v^terft pR 4hM Rptei r4 rtr rr 4 %g ^rkg a^Rf^ 

RRfW r4 RRRT 

(^.) aite^ R^t ak^afr r^ gd rr 4 ^ wr ^ ^ rrr 

TR^ f^RRR r4 R^ 4rT 

(w) afteM RR eTR^ RRT RdRR r 4 gRVl^J I d RRRT 

(^ after f^RRTf Ml<41, aflRR R?cTfdR ^41 Hi 4 Rrl%[ R^RR arR^fRRRT 4t ^SrTRRT RRRT 

dT% after v^dte 4 ar^T^Rg^ ^ rtT ggd afk gRRMHcb rrtrt rtt d4 
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(^) 3iWet oEirqK ^ 3fhy orrjl^ in ^ I 

3TTcT?IfcfJ ^ ^ ^ ^^7^ 3T^ fct^TFfr ^ fc|?7n 

3it7 ^3WT ^nirifm JJP?T 5I8IT 3fka f?mF7 ^sn ^!m athfij ^ cipj, gjT^ 

cpgrr ^3^T<rn I ci^ ^ ii Yi^ 3ikRr cpt gfte ij??i Prahwr 
2012 ^ '41d'^ c^ ITIR^ ‘TflRfcf ^71 i; > ' j1 1 | 

6. £i)rof^«ra^ 


^ STRrI^SFTT c^ ^ ^ RrIcTUI) 3TT^ ^ TISTHt^ #5f 

3?flRjRT?T Timr^ I GTktT RraRur ^ ^ ?Tsn ^ 3fte 

Rrtot) 3iiq?i c^ cMiii-cjin "grteT^ ^yrfj | cf^ ar^rf^ 

WRTm ^ X3n^ TTTf^ ^ ^ ^ ^ ^ 

^ I ?T^, ^ WT^ 37Tcmc77 ^ 3#f^ ^ 3T#g OTRI^RTcT ^Msff c^ tR 
^ ^ wm^ cHctt RRi^i mj w^ 

kf^RTTW ^ 3 T^ra 7 T 3 tr ^ 3757^ t| Rc^^ f%zn WCPTT I 


fe TTte 

MINISTRY OF CHEMICALS AND FERTILIZERS 
(Department of Pharmaceuticals) 

NOTIFICATION 

New Delhi, the 7th December, 2012 

Subject : NATIONAL PHARMACEUTICALS PRICING POLICY, 2012 (NPPP-2012) 

1. PREAMBLE AND BACKGROUND 

No, 31011/16/2012 PI-IL— The Indian pharmaceutical Industry, driven by 
knowledge, skills, low production costs and international quality products has 
witnessed a robust growth from the production turnover of about Rs. 5000 crores in 
1990 to over Rsl lakh crore in 2009-10 comprising about Rs, 62,055 crores of 
domestic market and Rs. 42,154 crores of exports. It is, globally, the 3"^ largest 
producer of medicines by volume yet 14’^ in terms of value. The lower value is due to 
the fact that Indian medicines are amongst the lowest priced in the world. However, 
despite this medicine costs continue to be an important component in the overall 
medicare expenditure in the country. 

^ 2 Price control over drugs was first introduced in the country in the 

aftermath of the Chinese aggression with the promulgation of the Drugs (Display of 
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Prices) Order. 1962 and the Drugs (Control of Prices) Order. 1963. These were 
promulgated under the Defence of India Act. With these orders, the prices of drugs 
were frozen w.e.f. the 1®* April, 1963. Thereafter, a series of price control regimes 
were notified through various Orders in the country from time to time based on 
different principles, in which the span of control of prices as well as the nature of 
control of prices varied from Order to Order as per the disposition of the respective 
Drug Policies. These were the Drugs (Prices Control) Order of 1966, the Drugs 
(Prices Control) Order of 1970 - issued under the “Essential Commodities Act 1955 by 
declaring drugs to be essential commodities under the EC Act, 1955. Thereafter the 
Drugs (Prices Control) Order of 1979 and Drugs (Prices Control) Order. 1987 were 
issued following the declaration of Drug Policy, 1978 and Drug Policy 1986. All these 
Policies were broadly based on the principle of effecting control over prices of 
essential drugs and later bulk drugs, as well as availability of drugs while at the same 
time attending to the requirements of the Indigenous industry for growth cost effective 
production, innovation and strengthening of capacity. 

1.3 The present Drug Policy of 1994, as implemented through the Drugs 

(Prices Control) Order, 1995 was introduced in the context of the liberalization of 
economy and the abolishment of industrial licensing, as well as allowing of 
foreign investment in the country, Including in the drug industry. The principle for 
price control broadly adopted in this policy represented a radical departure from 
the earlier policies. This envisaged control over prices of drugs on the basis of 
economic criteria as represented in the market share of different companies in 
the context of total market sales turnover of various drugs. Thus, those drugs were 
brought under the ambit of price control, where the company turnover was of a 
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particular level and where the market share of leading producers was beyond a 
particular level. The control over prices was to be on the basis of the cost of 
production with allowance being given for post production expenses. As per the 
criteria of 1994 Policy, a list of 74 bulk drugs was identified and these drugs as well as 
the formulations based on these drugs (currently about 1577 in number) were brought 
under the price control regime. Certain exceptions such as for small scale units, drugs 
produced through indigenous research and development, etc were envisaged for 
exemption under the Policy. 

1.3.1 In the year 2000, further liberalization in the economy was effected, in 

light of which. Foreign Direct Investment (FDI) in the pharmaceutical sector was 
brought in the automatic route and the limit raised upto 100%. Following this, a new 
pharmaceutical pricing policy was introduced in the year 2002 which further liberalized 
the span of control over pricing. The turnover limit for purposes of price control was 
raised from Rs. 4.00 crores to Rs. 25.00 crores and the parameters of market share 
were also relaxed further. All drugs where unit price did not exceed Rs. 2.00 were also 
-excluded from the ambit of price control. There were also exemptions given for drugs 
developed through indigenous R&D, New Delivery Systems etc. The 2002 Drug 
Policy was, however, challenged in the Karnataka High Court, which by order dated 
12.11.2002 issued stay on the implementation of this Policy. This order was 
challenged by the Government in the Supreme Court which vacated the stay vide its 
order dated 10.03.2003 but observed as under: 

“we suspend the operation of the order to the extent it directs that the Policy 

dated 15.2.2002 shall not be implemented. However we direct that the 

petitioner shall consider and formulate appropriate criteria for ensuring 
If 
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essential and life saving drugs not to fall out of the pace control and further 
directed to review drugs, which are essential and life saving in nature till 2”^ 
May, 2003’\ 


1.3.2 In the light of the order of the Supreme Court, it was decided that a fresh 

Pharmaceutical Pricing Policy be formulated and accordingly, the 2002 Drug Policy 
was never implemented and the 1994 Drug Policy continued to be applicable and 
continues till date. 

1.4 Meanwhile, in accordance with the guidelines of the Supreme Court 

above, the Ministry of Health & Family Welfare revised the List of medicines in the 
National List of Essential Medicines (NLEM) earlier notified in 1996. The revised list 
was notified as NLEM, 2003. In November 2004, the Government also set up a Task 
Force under the Chairmanship of Principal Advisor, Planning Commission, Dr. Pronab 
Sen to look into the issue of price control options other than price control and other 
Issues and to make recommendations for making available life saving drugs at 
reasonable prices. The basis of drugs to be considered was the NLEM, 2003, being 
the latest list at that time. The Pronab Sen Committee submitted its recommendations 
in September, 2005. The revision in the existing policy of pricing of pharmaceutical 
products has been under consideration at different levels. In the meanwhile, in 2011 
the Ministry of Health & Family Welfare revised the NLEM and notified the new NLEM, 
2011. It may be noted that various drug policies adopted from time to time have tried 
to cope up with the challenge of striking a balance between the at times varying 
requirements of enabling industry to grow and at the same time ensuring affordable 
and reasonably priced medicines to the consumers, particularly the poorer masses. 
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This balancing of diverse and conflicting interests is indeed a difficult task, as is the 
reconciling of short term interests with long term goals and concerns. 

1.5 The Government is therefore seized with the goal of enabling industry 
growth with attendant socio-economic benefits along with balancing the declared 
objective of providing better health care including making available essential 
medicines at reasonable prices to all. The Drug Policy. 1994 needs to be revised to 
meet the challenges brought about by the competitive international pharmaceutical 
industry in a globalised economic environment, as much as meeting the country’s 
requirements for safe and quality medicines at reasonable prices. Therefore, the 
Government hereby enunciates the National Pharmaceuticals Pricing Policy, 2012 
(NPPP-2012) which seeks to replace the Drug Policy enunciated in September, 1994 
as “Modifications in Drug Policy. 1986” (Drug Policy 1994). The NPPP-2012 is in 
continuation of the Policy announced earlier in 1994. 

1.6 The National Pharmaceuticals Pricing Policy 2012 presently seeks to 
limit itself to the central objective of promulgating the principles for pricing of Essential 
Drugs as laid down in the “National List of Essential Medicines - 2011 which was 
declared by the Ministry of Health and Family Welfare, Government of India vide 
communication No.12-01/essentlal medicines/08-DC/DFQC, dated 8*^ June, 2011 

1.7 Other related and required steps for promoting growth of the 
Pharmaceutical Industry as well as development of new drugs including patented 
drugs, along with institutional mechanisms for better access to healthcare in the 
context of availability of medicines in general, would be formulated separately through 
a whollstic policy and thereafter adopted by the Government after due consultative 
process. 

2. OBJECTIVES OF THE PRESENT POLICY 
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As stated above in its present form, the Drug Policy of 1994 needs to be 
modified in the context of changed global environment for industry as well 
required changes in the mechanism to make available essential medicines to the 
masses. The objective is to put in place a regulatory framework for pricing of drugs 
so as to ensure availability of required medicines - “essential medicines” - at 
reasonable prices even while providing suffident opportunity for innovation and 
competition to support the growth of industry, thereby meeting the goals of 
employment and shared economic well being for all. The reasons are further 
elaborated later in the Policy Document. 


3. KEY PRINCIPLES OF NATIONAL PHARMACEUTICALS PRICING POLICY 
2012 

The key principles for regulation of prices in the National Pharmaceuticals Pricing 
Policy 2012 are: 

(1) Essentiality of Drugs 

^ (2) Control of Formulations prices only 

(3) Market Based Pricing 

3.1 The regulation of prices of drugs in the National Pharmaceuticals Pricing 

Policy 2012 would be on the basis of essentiality of drugs. This is different from the 
economic criteria/market share principle adopted in the Drug Policy of 1994. The 
reasons for the adoption of the principle of “Essentiality” as a key criteria are: 

(i) The “Essentiality” criteria for drugs under the NPPP-2012 is to be 
met by considering the List of medicines specified in the National List of 
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Essential Medicines as revised from time to time and most recently 
declared by the Ministry of Health and Family Welfare. Government of 
India. 


(ii) The NLEM has been prepared by an Expert Core Committee 
constituted by the Director General of Health Services (DGHS) out of the 
WHO model list of essential medicines, Essential Drugs Lists of various 
States, medicines used in various National Health Programmes and 
Emergency Care Drugs. 

(iii) The NLEM contains such medicines that satisfy the priority health 
needs of the country’s population. 

(iv) The NLEM medicines are required to be made available within the 
context of a functioning health system at all times in adequate quantities in 
the appropriate dosage forms to serve large public masses. 

(v) The Hon’ble Supreme Court in its Order dated 10.03.2003 in SLP 
No. 3668/2003 (Union of India Vs. K.S. Gopinath and others) has also 

emphasized the need to . consider and formulate appropriate criteria for 

ensuring essential and life saving drugs not to fall out of price control . 

(vl) The current principle of economic/market share criteria needs to 
be changed now, given the fact that out of the 348 medicines listed in the 
NLEM-2011, only 34 drugs are included amongst the 74 drugs listed in the 
First Schedule of “The Drugs (Prices Control) Order. 1995 (DPCO 1995). 

1 3.2 The regulation of prices of drugs in the National Pharmaceuticals Pricing 

Policy 2012 would be on the basis of regulating the prices of formutations only. 
This is different from the earlier principle of regulating the prices of specified Bulk 
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Drugs and their formulations adopted in the Drug Policy 1994. The reasons for 
adoption of this principle of price control of “Formulations Only” are; 

(i) That the Bulk Drug - API (Active Pharmaceutical Ingredient) - may 
not fully reflect the ‘Essentiality’ of the actual drug formulation - now the 
subject of focus - due to the possible applicability of the API in 
manufacture of various formulations which may or may not be 
considered “Essential” for the larger healthcare needs of the masses. 

(ii) The emphasis on price control starting at the bulk drug stage itself 
has in recent times, resulted in amongst other reasons shifting of 
manufacture of drugs away from the notified bulk drugs under price 
control. In fact only 47 bulk drugs out of the 74 notified in the First 
Schedule of the DPCO, 1995 are now under production. This has had a 
cascading effect on the formulations manufactured from the concerned 
bulk drugs which in turn has affected the availability of such 
formulations. The consumer-patient has been adversely affected in the 
process. 

(iil) The task of pricing both the bulk drug and the formulation makes 
it complicated and time consuming without commensurate direct benefits 
to the consumer who is actually affected only by the price of the final end 
product, i.e., the formulation - made from the bulk drug rather than its 
bulk constituents. 

(iv) The price control in the form of formulations only ensures more 
f specific pricing control of the required medicine which is in the interest of 
the consumer from the point of view of the actual prescription by the 
Doctor. This aspect is more important for a country like India where 
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there is large asymmetry in the information between the doctor and the 
patient. 

(v) Since the bulk drug manufacturer is constrained to sell at a fixed 
price, the manufacturer is always likely to give preference to an existing 
buyer rather than to a potential new entrant. This constrains the 
emergence of new companies and formulations in the price-controlled 
segment and is inherently anti-competItive and also does not benefit the 
consumer-patient for the same reason. 

3.3 The regulation of prices of drugs in the National Pharmaceuticals Pricing 

Policy 2012 would be on the basis of regulating the prices of formulations thrpugh 
Market Based Pricing (MBP). This is different from the earlier principle of regulating 
the prices through Cost Based Pricing (CBP) under the Drug Policy 1994. The 
reasons for adoption of this principle are: 

(i) Under Cost Based Pricing, the prices of drugs .have to be 
calculated in detail every year which requires a complex variety of data. 
For this, the manufacturers are required to provide their pricing data in 
an extremely detailed manner which is intrusive and so highly resisted 
by the individual manufacturers resulting in possible manipulation and 
time delay of provision of the base costing data. This also makes it 
difficult to properly check the data provided by individual manufacturers 
in a timely and adequate manner. Additionally the data can vary in 
terms of production cost depending on technologies used for production. 

(ii) Under Marked Based Pricing, the pricing would be based on 
widely available information in the public domain as against individual 
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manufacturer level production costing data which would result In more 
transparent and fair pricing. 

(iii) Under Cost Based Pridng as the controlled prices of formulations 
of a particular API are determined on a “lowest common denominator” 
basis, they tend to be clustered within a narrow band. This allows 
virtually no space for a new entrant to come in at an uncovered price 
point. As a result, production activity and competition in the product 
segment tend to stagnate. This is neither good to the consumer-patient 
nor for industry growth. 

(iv) The Indian economy is today largely market-driven and, 
particularly in the area of pridng of manufactured products, prices are 
determined by market conditions and market forces. Administered 
prices exist in a few areas, such as pricing of petroleum products and 
procurement prices of food-grains but these are closely connected with a 
regime of subsidies paid by the Government. To determine the price on 
the basis of costing, particularly where the Inputs prices themselves are 
not subject to any form of price control and are determined in the open 
market by market forces, would indeed be anomalous and would, in the 
medium and long term, lead to severe distortions, particularly in the 
product-mix and Investment patterns in the industry and there could be a 
serious possibility of production moving out of controlled drugs into non- 
controlled drugs. As indicated in para 3.2(ii) above, this has, amongst 

others, been a factor in the shifting of manufacture away from bulk drugs 

{ 

notified under the DPCO, 1995. This would have serious implications for 
the availability of NLEM medicines in the future and for the growth and 
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structure of the pharmaceutical industry as a whole. Further the resultant 
implications of this on the growth and innovation may also impact the 
industry’s ability to Invest in enhancing in capabilities to capture the 
export potential likely to open up on account of the almost US$ 300 
billion worth of drugs (including biological drugs) falling off patent in the 
US and other western countries upto 2015. In the new policy, where 
Ceiling Prices will be fixed, there would be ample space for 
manufacturers to position themselves in an appropriate price band below 
the Ceiling Price thereby also retain competition In the market. 

(v) Since the prices fixed of all drugs (bulk & formulations) under the 
existing DPCO are envisaged to be frozen for one year in the policy with 
increases allowed up to WPI, the impact of the policy will be an 
additional impact. 


4, PRINCIPLES FOR DRUGS PRICE CONTROL AND DETERMINATION IN 
NPPP-2012 

(i) Price regulation would be on the basis of ‘Essentiality’ of the drug as 
laid down in the “National List of Essential Medicines - 2011” declared by the 
Ministry of Health and Family Welfare, and modified time to time, in public 
interest under Drug Price Control Order. 

(ii) Price regulation would be applied only to formulations, i.e, the 
medicine actually used by the consumers, and not to any upstream products 
such as bulk drugs and intermediates. 
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(iii) The Span of Price Control shall be as per the dosages and strengths 
as listed in NLEM- 2011. 

(iv) The methodology of fixing a ceiling price of NLEM medicines, by 
adopting the Simple Average Price of all the brands having market share (on 
the basis of Moving Annual Turnover) more than and equal to 1% of the total 
market turnover of that medicine, will be as per the formula below: 

(Sum of prices of all the brands of the medicine having market share 
more than and equal to 1% of the total market turnover of that 
medicine) / (Total number of manufacturers producing such brands of 
the medicine) 

(v) The formulations will be priced only by fixing a Ceiling Price (CP). 
Manufacturers would be free to fix any price for their products equal to or 
below the CP. The CP’s would be fixed on the dosage basis, such as per 
tablet / capsule / standard injection volume as listed in NLEM-2011. 

(vi) The Ceiling Price will be fixed on the basis of readily monitorable Market 
Based Data (MBD). To begin with, the basis for this readily monitorable 
market data would be the data available with the pharmaceuticals market 
data specializing company - IMS Health (IMS). Wherever required this data 
would be checked by appropriate survey/ evaluation by the National 
Pharmaceutical Pricing Authority (NPPA). As the IMS data gives price 
figures for stockist level prices hence in order to arrive at ceiling Price (which 
will be the maximum retail price), the IMS price will be further increased by 
16% as margin to the retailer so as to arrive at a reasonable ceiling price 

f 

chargeable from the consumers. 
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(vii) For drugs not in the IMS data, NPPA would collect data by 
commissioning the same. 

(viii) For the medicines where there is no reduction of price due to 
absence of competition, the overall percentage reduction in the price of 
same molecule with other dosage and strength will be applied; otherwise the 
overall percentage reduction in the price of medicines in the same 
therapeutic category will be applied. 

(ix) The CP for a drug listed in the NLEM would be the Simple Average of 
Prices as calculated on the basis of IMS data six months prior to the date of 
announcement of the new National Pharmaceutical Pricing Policy i.e the 
“Appointed Date” for bringing the new Policy Into effect. For a drug whose 
data is not available in IMS, the NPPA will commission the data within a 
reasonable time for determining the Simple Average Prices also on the basis 
of prices prevailing six months prior to the Appointed Date. Thus the Simple 
Average Prices data date for the drugs available in IMS data and collected 
by NPPA would be same. Once the Simple Average Price is fixed, NPPA 
would monitor its implementation on a continuous basis through a proper 
methodology and system. 

(x) The prices of these NLEM-2011 medicines will be allowed an annual 
increase as per the Wholesale Price Index as notified by the Department of 
Industrial Policy & Promotion. It is proposed to fix the 1®^ April of every year 
as the reference date for this. Accordingly, on 1®^ April of every year, 
companies will be automatically authorized to revise their prices upto the 
limit of the increase In the Wholesale Price Index for the previous year. In 
case of decline in Wholesale Price Index, a corresponding reduction In the 
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ceiling price will be obligatory. The NPPA itself will also separately notify the 
revised ceiling prices as applicable as on the of April each year, and in 
case any company has fixed the prices not consistent with the revised ceiling 
prices, the NPPA will take appropriate action to have these revised, 

(xi) The Simple Average Price of all the brands of the medicine having 
market share (on the basis of Moving Annual Turnover) more than and equal 
to 1% of the total market turnover of that medicine - the Reference Prices for 
calculation of Simple Average Price - may also change on an annual basis 
due to changes in the MAT value. However, there would be no annual 
revision of Ceiling Prices on the basis of MAT. Revision of Ceiling Prices on 
the basis of MAT value would be carried out only once in five years or as and 
when NLEM is updated/revised. However, the Government will revise the 
ceiling price of a medicine under NLEM, if there is a significant change in the 
market structure of the particular medicine even in between 5 years. 

(xii) Non-price Control Drugs: Under the existing price control regime, the 
prices of Non-Scheduled drugs are monitored, and in case the prices of such 
drugs increase by more than 10% in a year, subject to certain criteria, 
government fixes the prices of such medicines from time to time. In the 
proposed policy, all essential drugs are under price control. It would follow 
that non-essential drugs should not be under a controlled regime and their 
prices should be fixed by market forces. However, in order to keep a check 
on overall drug prices, it is proposed that prices of such drugs be monitored 
on regular basis, and where such price increase at a rate of above 10% per 

f 

annum is observed, the Government would be empowered to have the price 
of these drugs reduced to below this limit, for next 12 months. 
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(xiii) Imported Drugs: The Ceiling Prices determined for drugs falling 
under the span of control as in 4(iv) above shall also be applicable to such 
drugs that are imported. There will be no separate determination of Ceiling 
Prices for imported drugs falling under the span of control. 

(xiv) Overlap drugs between DPCO 1995 and NLEM-2011: The 

prices of medicines which are a part of DPCO 1995 but not in NLEM-2011 
would be frozen for one year and thereafter a maximum increase 
of 10% per annum, as in case of other non-NLEM medicines will be 
allowed. 

(xv) Patented Drugs: There is a separate Committee constituted by 
the Government order dated 1®* February, 2007 for finalizing the pricing of 
Patented Drugs, and decisions on pricing of patented drugs would be taken 
based on the recommendations of the Committee. 

(xvi) Exemptions: To promote innovation and R&D following drugs will 
be kept out of any type of price control: 

(a) A manufacturer producing a new drug patented under the Indian 
Patent Act, 1970 (product patent) and not produced elsewhere, if 
developed through indigenous R&D, would be eligible for exemption 
from price control in respect of that drug for a period of 5 years from 
the date of commencement of its commercial production in the country. 

(b) A manufacturer producing a drug in the country by a new process 
developed through indigenous R&D and patented under the Indian 
patent Act, 1970, (process patent) would be eligible for exemption from 
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price control in respect of that drug for a period of 5 years from the 
date of the commencement of its commercial production in the country, 
(c) A formulation involving a new delivery system developed through 
indigenous R&D would be eligible for exemption from price control for 
a period of 5 years from the date of its market approval in India. The 
certification of Innovation and R&D may be provided by the office of 
Drug Controller General of India (DCGI). 

(xvii) The revision of NLEM for the purpose of price control is a dynamic 
process and any drug can be added in NLEWI in public interest under Drug 
Price Control Order on the recommendation of Ministry of Health and Family 
Welfare. 

(xviii) The production levels, availability and accessibility to the NLEM 
drugs and formulations should not fall after price control is introduced and 
the Department of Pharmaceuticals will ensure that production levels are 
maintained by an appropriate mechanism. If a manufacturer of a NLEM drug 
with dosages and strengths as specific in NLEM, launches a new drug by 
combining the NLEM drug with another NLEM drug or a non-NLEM drug or 
by changing the strength and dosages of the same NLEM drug, such 
manufacturers shall be required to seek price approval from the Government 
before launching the new drug. 

(xix) Ministry of Health and Family Welfare will consider making 
prescription of drugs by generics names mandatory. 

(xx) / The distribution of quality affordable generics drugs through Jan 

Aushadhi Stores will be strengthened. 
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5. ESSENTIAL ISSUES FOR THE IMPLEMENTATION OF THE POLICY: 

Control over drug prices can be only one element of an overall strategy for 
provision of affordable healthcare. The existence of a vibrant, competitive, 
innovative drug industry would be an equally important part of such a strategy. 
In addition to this, such a strategy would have to incorporate programs of 
affordable healthcare to a majority of the population, either through direct 
Government healthcare programs or insurance linked programs, and an 
overarching Pharma Control Policy, as part of the system of provision of 
affordable healthcare to the public at large, would also have to address several 
related issues. Some of these are; 

(i) Provision of direct healthcare to citizens by expanding healthcare 
cover through the State healthcare system, in combination with an 
insurance cover based healthcare system. 

(ii) Improvement of access to drugs for specialized treatment (anti¬ 
cancer, anti-HIV etc) through special assistance scheme for subsidizing 
the prices of such drugs, especially for BPL and APL families. 

(iii) Streamlining of the system of procurement of drugs by the 
Government for ensuring procurement of quality drugs at reasonable 
prices. This would apply In all Government procurement, both by the 
Central Government, States, PSUs. In fact, a strong and transparent drug 
purchase policy for bulk procurement of drugs by the government would 
also help in determining reasonable Ceiling Prices for NLEM drugs under 
the Pharmaceutical Pricing Policy, in future. 


\ 


1 



28 


THE GAZETTE OF INDIA ; EXTRAORDINARY 


[Part 1—Sec. 1] 


(iv) Promotion of non-branded generic drugs and low cost drugs by 
creating a well spread out low-cost pharmacy chain through the Jan 
Aushadhi Program, so that the last mile reach of essential drugs are 
accessible and affordable to every village/town in the country, 

(v) As per the recommendations of the High Level Expert Group 
Report on Universal Health Coverage for India submitted to the Planning 
Commission in October, 2011, strengthening of Pharmaceutical Central 
Public Sector Enterprises is essential to play a major role in 
benchmarking the prices and play a role in stabilizing the market forces 
and enable access to medicines. Further, the CPSUs may be mandated 
for producing such essential medicines as determined by the Government 
as per the requirement from time to time. The CPSUs need to be further 
strengthened by bringing them under the Drug Procurement System 
through preferential allocation of such requirement under the Public 
Healthcare System. 

(vi) Education of the public in general as well as Medical fraternity, 
and making it obligatory for Doctors to also prescribe non-branded 
generics along with branded generics. 

(vii) Implementation of special schemes for providing accessibility of 
drugs to low Income families, especially BPL families. 

(viii) Setting up of drug banks. 

(ix) Taking up measures for strengthening of the pharmaceutical 
industry in the following areas: 

(a) Strengthening and rationalizing the drug regulatory system. 
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(b) Bringing on a common platform all the regulatory 
authorities related to drug standards, bio-pharmaceuticals, clinical 
trials and Pharmacopeia. 

(c) Promotion of -research and development In the 
pharmaceutical sector, directly through research institutions and 
universities, as well as through provision of seed capital, venture 
capital funding and subsidies to innovative drug companies. 

(d) Enablement of domestic pharmaceutical companies to 
achieve international GMP/GLP and GCP standards. 

(e) Development of Human Resource, particularly in critical 
areas to meet the requirements of pharmaceutical industries, 

(f) Rationalization of excise duties on pharmaceuticals. 

(g) Setting up of common infrastructure through pharma 
development parks, pharma cluster schemes in order to 
strengthen and facilitate the smaller units in the pharmaceutical 
industries. 

(h) Rationalization of pharma retail trade and strengthening of 
pharma supply chains. 

5.1 All these issues require detailed consultation and cooperation of all other 

Departments of the Government, and the Department of Pharmaceuticals will take 
steps to initiate a wholistic policy on Pharmaceutical Sector in due course. To the 
present context, the National Pharmaceuticals Policy will be limited to the aspect of 
the Pricing within the domain of National Pharmaceuticals Pricing Policy- 2012. 

6. IMPLEMENTATION : 

A new Drugs (Price Control) Order would be notified as soon as possible 
after the Notification of the New Policy. The National Pharmaceuticals Pricing 
Authorityjvill be the implementation authority for the new Policy and the new Drugs 
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(Prices Control) Order. The NPPA would be provided required organizational and 
financial support so as to enable it to implement the new Policy in an effective, speedy 
and transparent manner. In due course, however, the DPCO, which is presently 
mandated under the Essential Commodities Act, would be replaced by specific 
legislation covering the issue of price control and monitoring of drugs, which would be 
fine tuned to the requirements of the drugs regulatory regime. 
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